A well-designed and adequately powered randomized controlled trial (RCT) is considered the gold standard for evaluating the efficacy of new treatments. However, in addition to good science and methodology, proper reporting of RCTs is essential to allow readers to appraise the validity of trial findings. Reporting of RCTs is facilitated by guidelines such as the Consolidated Statement of Reporting Trials (CONSORT). [1] The CONSORT checklist for reporting trials serves as a template for authors, reviewers, and editors to ensure uniformity and enhance the quality of reporting of trials.
One element of the CONSORT checklist is the flow diagram, which describes the flow of participants through the different phases of a trial, i.e., assessment for eligibility, enrolment, allocation of intervention, follow-up, and data analysis. This information is crucial to determine the validity of the trial results. The number of participants eligible for the trial tells the reader about the generalizability of the results (external validity). The number of participants available at each stage during the trial ensures that the exclusion of participants at any stage of the trial is unbiased (internal validity). A study by Egger et al. showed that the use of a flow diagram was associated with improved overall completeness of reporting of flow of participants in a study. [2] In this journal, Shaikh et al. compare the reporting of CONSORT flow diagrams in RCTs in a national and an international pharmacology journal. [3] Despite both journals mandating the use of the CONSORT guidelines, they found that fewer RCTs published in the Indian journal included the CONSORT flow diagram; even among studies that included the flow diagram, adherence to some items was incomplete.
The results of Shaikh et al.'s study are comparable to several other studies. As far back as 1998, Egger et al. showed that there was wide variation in the reporting of flow diagrams in RCTs published in six major journals. [2] Toerien et al., in a review of 133 RCTs published in 2004, found that post-randomization data was reported adequately, but information regarding participant eligibility was poor. [4] Hopewell et al. found that only 56% of RCTs published in core clinical journals on PubMed in 2009 included a flow diagram. [5] However, the studies by Shaikh et al. and Hopewell et al. were limited by the fact that they focused on the use of flow diagrams and did not look at whether the same data were reported in the text or tables (which is an acceptable alternative as per the CONSORT checklist).
How did the concept of guidelines for reporting of studies begin? In the 1990s, two publications highlighted the suboptimal quality of reporting of trials. [6, 7] At the same time, expert committees consisting of editors and trialists came up with checklists of recommended items for improving uniformity in the reporting of trials. [8, 9] Subsequently, these two initiatives were combined to form the CONSORT statement. [10] The CONSORT statement was first described in 1996 and then revised in 2001 and 2010. Since then, the CONSORT statement has progressed to include extensions for different types of studies and translations in various languages. [10] Studies done across the world in several fields of medicine have examined adherence to CONSORT and have found that the adoption of the guidelines has resulted in better quality of reporting of trials. [11] [12] [13] [14] However, there is scope for further improvement as, despite the availability of the guidelines, reporting has been shown to be incomplete. [13, 14] Does journal endorsement of CONSORT affect the quality of reporting of trials? Currently, 585 journals have endorsed the use of the CONSORT statement. [10] Both the journals chosen in Shaikh et al.'s paper recommended the use of the CONSORT statement in their instructions to authors; however, despite this endorsement, reporting was less than ideal. Hopewell et al. found that there was a large difference in the reporting of the participant flow diagram between trials published in journals that endorsed and did not endorse the CONSORT statement (62% versus 29%); however, it is interesting to note that even in the journals that endorsed the use of the CONSORT statement, reporting was not complete. [5] Stevens et al. looked at whether journal endorsement of various reporting guidelines (excluding CONSORT) impacted adherence to reporting; they found inadequate evidence to suggest that journal endorsement of a reporting guideline improved the quality of reporting. [15] Why is it that despite journal endorsement of reporting guidelines, studies continue to be poorly reported? First, many "CONSORT-endorsing" journals do not provide specific instructions to authors and only offer general recommendations for the reporting of studies. [16] [17] [18] Second, many journals mandate the inclusion of a CONSORT checklist at the time of manuscript submission; however, it has been shown that authors often use the wrong checklist extension and that there are discrepancies between the checklist and the actual manuscript. [19] Third, editorial staff and reviewers are not well informed regarding research methods and appropriate reporting guidelines for different types of studies. Cobo and González showed that one-third of manuscripts classified as trials by editorial staff were actually not trials. [20] In a study by Hirst and Altman, it was seen that reviewers had inadequate guidance regarding the use of checklists and guidelines. [21] What can be done to improve this? Journals should be more exact in their submission requirements and provide explicit directives to authors, including details of specific CONSORT extensions for various types of studies. [16] [17] [18] Items such as the CONSORT flow diagram that are considered crucial elements of reporting can be made mandatory at the time of manuscript submission. Hopewell et al. have suggested the use of web-based programs to make it easier for authors to generate CONSORT-specific diagrams and charts. [16] Further, the onus of adhering to reporting guidelines should not rest with authors alone; editorial staff and reviewers need to be trained to actively promote the use of appropriate checklists for reporting studies. It will take a combined and concerted effort by everyone involved in the process of publication of biomedical research reports to enable such guidelines to achieve their objective of complete and transparent reporting.
